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CENmFAi<CeNIEB 
RKMAHKS i>l:P2 0 2006'^ 

Applicants respectfully requests reconsideralion of the present application in view of 
the foregoing ament^menls and in view of tte rcftsons ihni fallow. 

In ihe specif icaiion. Applicants have aincndcfi pnraBrapks on p»ipcs 7, 22. and 39 to 
address the PTO's obiection(8). No new has been added. 

1. CLAIMS STATUS 

Claims J . 0-9, 1 1 -1 2, 1 6-1 7, and 2 1 are currently amended, nnd claims 4-5 arc 
canceled without prejudice or disclaimer. 

Chum 1 was :irncndcd ns shown. It ip believed thol the support for the amendment is 
ohviouR Cnm ihe as-filed specification. The Jactic acid homopolymcrs and sails ih^rcofArc 
described^ c.g.» at pflge 14, lines 6-7 of the fts-filed Bpecificmion. No new matter has been 
added. 

Claims 1-3 and 6-23 arc prndinj]! in the Appnr<*»tinn nrvl fOAnti arreted, 

U. GENERAL COMMliNTS 

The Examiner is thanked for identifying and considering the eountcrjiatls to AT 
and A4. 

A transkulon of die priorify document into ihe English bnguficc is cudnsrd, vide- 

ni. SPECIFICATION 

The PTO objected lo the speciflcaiion because of improper use of trademarks. As the 
pnjsent speeiflcation \vas amended as shown, thi» objection should be withdrawn. 

iV. CLAIM OBJECTIONS 

The PTO objected lo claim 1 for use of parenthesis in die claim. The present vension 
of claim 1 avoids the objection, which should be withdrawn. 

-7- 
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Along these lines, claini I ) was amended loo. 

V. r<EJECTION UNDER 35 U.S.C. 11 2, H I 

Claim 2) wo^ rejected an unsupporfect by an enabling di!>closure. ORice action, 
pp. 3*5. present version of claim 21 readK as followK: 

21 . A prophylactic or tjicrapiiutic agent ag:iinst prasiatc 
cancer, prostate i)yperplasia, endometriosis, hysteromyoma, 
metrofibroma, precocious puberty, dysnicnorrhca or mammary 
cancer or a connaccpiivc coniiiining a sustained release 
compos ition according to claim 3. 

According to the Examiner, the following iiubicct mutter ts enabled by the spccificalion: 

agent is a therapeulic agent against prostate cancer, 
ihcmpeutic .igcnt against prostate hyperplasia, 
therapeutic agent against endometriosis, 
iherapcuiic agent again^i hysteromyoma, 
thcnipeulie agent again^it metrofibroma^ 
therapeutic agent against precocious puberty, 
prophylactic or therapeutic ogenl against dysmenorrhea or 
iherapeuiic agent against mammary cancer or 
a contruccpl!vt% 
but the i'ctlowing subject matter is not: 

agent is a prophylactic agent against prostate cancer, 
prophylactic agent against prostate hyperplasia, 
prophylactic t^ii<M againsi endomeu'iosi*;, 
prophyli^ttic nr^ctif fi^^iast hy?iicromyorTi3, 
prophylactic agent against metrofibroma, 
prophylactic agent against precocious puberty, or 
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pipphylaclic agejil iiiz;jfiist mainniary coacer. 
Office aclJon, p, 3, Applic^ts rc^prrtfulJy submit iliat Is believed m ihc Exaniincr 
disagrees ihiU. the recited agent (LH-RW derivative) is cftcitrivr for the rcciied mdicatioDa 
noted above. 

Yetlhc recited agent promotes the secrciion of sex hormones os iheir acute aciiv'fy, 
while i( siipprrsscs the secretion in Uieir chronic activity (panidnxjcaJ eflbci). So, the recited 
agent is effective for all the recited jnrlirations. 

For example, an article by Pcrrfi e/. al. Clin, PharmacoWocl. 2002; 41(7): 4X5.5(W 
(enclosed for consideration) explains a functwnal mechanism fnr LH-RH (GnRH) derivatives 
s«ch as leuprorclin oi, p«gc« 48748S. Taking this functional mechanism into considcmtion. 
Applicants rcsp,r,:t(x,J]y subinii ihat one of ordinary jskill in llic art would consider the claimed 
agent efJeclivc for all ihe rvciled indicatioTO. Thus. Applicants respeclftiHy submit that the 
present spccificalion would have enabled the full scope of claim 21. 

VJ. AEJBCnON UNDER .15 U.S.C. § 11 2, ^ 2 

Claims 1 -22 were rejected as injr finite for rcciiinK "wherein the product of (he weight 
average molcuilar weight ..." Oflke action, pp. 5-6. The rcjcciinn wanted lo know whether 
or not the end points were embraced. Yes. The lemi ranges from a to h includea tlw end 
points a and h as well as values between Uic cndpoinis. As .such, the present ver.sioti of the 
claims avoids ihe rejection. Thus, (he present rrjcrtiun should be withdrawn. 

Claims 6-7 were rejected as indefinite for reciting "I00/0.~ Office action, p. 6. The 
present version of ihe cinims avoid,s the rejection, because claim I now recites a polymer 
chosen from lactic uckl homopolymcra amhctk^ fherea/and lactic aciti-gfycoUc ttciti 
polymers andsaUx thereof. Thus, the present rejection should be withdrawn. 

Claim 2 1 wa.s rejrrir^ as mdcfmiie for recitidg "A prophyla.-.iic or therapculic agent 
against ... or a contraceptive oonlaininfi a snsuinrd relca.scd compasition," becau.se it i.s 
unclear whclhcr or not "all family mtmbcrs of the claim contain a susl;iincd n:Ieased 
r.ompD..ition." Offia^ actiotn p. 6. The present ground for rejection is traversed, bccBu.sc it h 
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respcciruHy submillcd thai the nijey: of grammar would have allowed one of ordinary skill in 
Ihc art fo have reasonably apprised that the term confaining a gusttnned release composHion, 
recited in claim 21, modi/ics both prostute cancer, ptostatu hyperplaKia, endomefriam. 
hysieromynma, metrofibroma, precocious puberty, <{y«inenorrhea or mammary cancer ani a 
conirawptive. In view of these ccmmrjris, it is respectfotly submitted that the present version 
of the claim avoids the rejection. Thus, the present rejection shnuW be withdrawn. 

Vil. RETRCTION UNDER 35 U.S.C. § 1 02(a) 

Ciaim.s 1 -23 stand rejected n.'t anticipated by HaTA {JP 11-2690W). Applicants 
respectfully traverse the rejection. 

Applicants note that a publication dHte of HATA is October 10, 1999, which is alter 
•Inly i5, m% a foreign priority dale of the prcsciii application. To antedate HAIA, cnclnseH 
with this piper are an linglish Language Translation of Japanese Application No. JP 1999- 
201 887, to which the instant upplicaiion claims priority, and a verification of English 
Langwagc Trar.slation by Matsuo Tanaka. It is submitted that each prnrfing claim i$ Mly 
supported by )P I !;!)9-201 887. 



Because HATA was puWi-shcd after the cllected date of the rejected claims, llATA i.s 
not evidence of o prior invention att to any of the instant claims. Thu.s. Applicants 
rcspectfiiliy request withdrawal of tlw rejection. 

VIII. REJECTION UNDER 35 U.S.C. 102(3) 

Claims 1-2.1 were rejected &r anticipated by Saikawa (US 6.740,634). Applicants 
respcctAjily traverse. 

Applicants note that Sail^awa i,s.sucd from US Application No. 09/582,92<';. the nation,il 
su.ge ofPCT/jra9/00086, filed January 13. IWl sN-hich intcniationa) spplicaiion published 
as WO99/3(J099in Japanese on July 22, 1 W9. Because PCT applicntioji No, 
PCT/JP99/0()0«^i was filed prior to November 2% 2000, the § 1 02(c) tlttc of Saikawa is 
July 5, 2000, the date § 371(cXl), (2) & (4) wen- satisfied. ITie § I02(a} publicotion date of 
Saikawa is July 22, 1999. a date of WO99/3fi09<J publication (the publication dnic of ihc 
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Japonic priority documeiu is wknowa). Since both July 5. 20fKl «nd July 22. 1999 an^ «ftcr 
•It'ly 15, 1999, the effected filing date of the claims of the present application. Saifuwa is not 
evidence of a prior invention again.^ jIk instant claims. Thus, die present rejection should be 
AvilhHra^vn. 

IX. DOUBLE PATENTING 

Claims 1^15 and 20>23 stand rejected on tlw ground ofnon-siatutory double patenting 
over claims M 8 of Saikawa (US 6,74Q.6M). 



, , ... .-s « 4 10 •»«( :». 

IW A MioiiinnJ-iik IV oi»T]ia!tiixin itrnming «> tl^m ?. 
^*cieQilivU(.aHtJi.nvilATbS|;OIDWf»;l. ♦ , ^ t • 

It is submitted that, the present cl.ii.„s avoid this rejection as Saikawa'.. claims neither 
describe provide the motivation or a «:a..oi«hie wpectniion of^vccc,, to make npror/uct 
of the mifiht avmve moleculur weigh, nf said polymer and (he amvun, in mot of, he. 
terminal carbnxyl ^rcn,ppet unit mass in^rams ofmidpoiymer ronn^sfrom J .200.000 tp 
5.000.000. 'iTius. the present rejection shontd be withdrawn. 
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CONCLII.SION ^^"^R^ FAX CENTER 

Applicant Ijclifves that the present application \s now in coiidiiion for allowance. Ocf Z (I 2006 
Favorable rcwnsidemtioii of ihr. application as amended is respectfully requested The 
Hxaminer Is invited to contact the undersigned by tcicphmc if it is felt that a telephone 
interview would advance tiic pmsecuflon of the present application. 

The Commi.'isioncr is hereby authorized to charfie any additional ftes which may be 
rct]»irt.rl regarding this application under 37 C.F.R, 1 .1 6- 1 .17. or cn^dit any overpayment, 
to Dcpotiit Account No. ! 9-0741 , Should no proper payment he encJo.scd hcrewitli. a.s by a 
check or credit card paynient fonn being in the %xTon8 amount, un.<;igncd, postnlate^l, 
otherwise impmpcr or ixJbmial or even entirely missing, the Commissioner is mnhorixed to 
ch/trer flic unpaid amount to Deposit Account No. 19-0741 . If any extensions of time are 
needed for luncly acceptance of p:.p«R submincd herewith, Applicant hereby petitions for 
.such cx<cn.sion under 17 C.F.R. § 1 , 1 36 and autlwriiccs paymmt of any such extensions fees 
to Deposit Account No. 19-0741, 

Respectfully submitted, 

Date: June 6, 2006 By ^.J''^^ A. 'TlWv^-^te^'^''^ 
FOLEY&LARDNnR LLP ~H=C W^^n^iTI^— 

C ummer Number: 22428 Attorney for Applicant ' 

lclcplH,ne: (202)672-5571 Regiin«.lion No. 25.258 

lacsimile: (202) 672-5399 

Enclosures: 

I'ercti ci. at. Clin. Pbnrmucokinct. 2002; 41(7): 485-504; 

English I-aiiftuui-e Translation ofJaponcw Application No. JP 1999-201887 

(77 patjeiy); and 

Veriilcaiion ol EnglLsh Language Tran.Hl«aon of JP 1 999.201 887 by Malsiuo Tanab 
(I page). 
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